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IN THE UNITED STATES PATENT AND TRADEMARK OFFICE 

Art Unit: 1655 

Application of Ward et al. 
Serial No.: 09/610,935 

For- T^GET^AGENTS THAT ENHANCE REACTION-PRODUCT ANALYSIS 
Examiner: Bradley L. Sisson 
Confirmation No. 5148 



July 29, 2002 
Amendment B 



RECEIVED 

AUG 0 5 2002 
TECH CENTER 160012900 



TO THE COMMISSIONER OF PATENTS AND TRADEMARKS 



Sir: 

to response .0 the final Office action issued on November 1, 2001 (Paper No. 7) and 
further ,o the Interview Summary of February 22, 2002, (Paper No. 8, copy of the summary 
enclosed hereto), please enter the following amendments: 

IN THT. CLAIMS : 

Please amend claims 11, 13, 14, 15, 16, 20, 21, and 22: 



- v^polyrnerasereactioninwhichanucleicacidpolymerproductcomplementarytoanuclerc 
C ' DNApoly^erasMhecompos^ 

B andhavinganopticaldensitygreaterthanaboutSatavisiblewavelengthofmaximaltracer 
absorbance. 



13. The composition 



of claim 11 having a density of at least about 1.01 g/cm3. 
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14. The composition of claim 11 having a density of at least about 1.1 g/cm3. 

1 5. The composition of claim 1 1 wherein the optical density of the composition is at 



least 



about 15 at a visible wavelength of maximal tracer absorbance. 



16 .Thecompositi 0 nofclaimll wherein the optical density of the composition is about 
200 - 400 at a visible wavelength of maximal tracer absorbance. 



C3 



20. 



The composition of claim 11 wherein the polymerase is Taq polymerase. 



21. (amended) The composition of claim 11 wherein the tracer dye is comprised of acid 



violet 5 and acid red 1. 



22 (amended) The composition of claim 14 wherein the optical density of the 
compositionisaboutZOO-^Oatavisiblewavelengthofmaximaltracerabsorbancefte 

polymerase is a Taq polymerase, and the tracer dye consists of 20% acid violet 5 and 80% acid 



redl. 



1^12^7^18, lK and 344l^^ 



Please cancel claims 

REMARKS 



Upon entty of the amendment, claims 11, 13-16, and 20-22 are pending in the 
apphcatio. Support for the amendment toclaimll can be found in claims 12, IS.andl* 

Reconsideration is requested of the rejection of claims 1-22 and 34-4. under 35 U.S.C 
§ 112,f,rs, paragraph, on the asserted basis that the claims contain subject matter whicwasnot 
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AUhou^ i« is maintained that the invention defined by claims 1-10 and 34-41 meet the 
wnttende S crip.ionre q uirementof35U.S.C. § 112,firstparagraph,forthereasonsstated,n 
ApP Heants-Respon S eUnde r 37C,. ! ,,U 1 (Pape rN o.6), fi ,edonAu g us,,,200,,t tas po^ 
ofdterejeCionispresentlymootinviewofthecancenationoftheseCaims. Applicants, 
nowever.reserve.he right to pursue the canceled subject matter in its ftll scope in a conhnuahon 
application. As to the remaining subject matter, i.e., claims 11, 13-16, and 19-22, as amended, 
Applicants request reconsideration. 

"Compliance with the written description requirement is essentially a fact-based tnqutry 

Inc v Gen-Probe Inc., 2002 WL 1540815 at *4 (Fed. Cir. 2002)(citing Vas-Cath Inc. , 
Manurkar, 935 F.2d 1555, 1563 (Fed. Cir. 1991)). The standard is whether the descriptton 
allowspersons of ordinary skill inthe artto recognize thatthe inventor had possession o the 
c,aimedi„ven,iona,«he.imeof fi lm,/ n ^/-,76F,dll68,1175(Fed.Ci, 1996);^ 

also Vas-CatH, 935 F.2d at 1557. Moreover, there is a strong presumption that an adequate 
written description of the daimed invention is present in the originally filed claims, In re 
Wennein, 541 F.2d 257, 262 (C.C.F.A. 1976), and therefore, the PTO has the initial burden of 
demonstrating why a person of ordinary skill inthe art would no.recognize inthe disclosurea 
descriptionoftheinventiondefinedbytheclaims. U. at263. Consequent*, rejectton of an 

Patent Applications Under the 35 U.S.C. 112, 11, "Written Description Requirement 66 Fed. 
Reg 1099 (Jan. 5, 2001)(emphasis added; hereinafter "Guidelines"). 
. ' m this case, the specification contains ipsis verbis support for the currently pendmg 
claims In a preferred embodiment, the composition of the present invention compnses a 

composition comprising a particular thermostable polyermase, Taq polymerase, and a mtxture of 



'Specification at page 12, lines 7-8. 
specification at page 13, lines 21-22. 
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Asden.onstratedbytheDeCara.ionunderSTC.F.R. ,,32ofBnanW. Ward( W«d 
Decl aration'V«achedhe^^ 

exhibit C, tt.es— and— ris ,ics of Ta, po.^e a,e co^on and 
conserved among other thermostable polymerases. These stai.ari.ies are readdy apprec.ated and 

wellunderstoodintheart. Ward Dec,ara t ion, paragraphs M9. 

i » pl al f Ta qP o ly r fl erasein th ecompo Sit ,nofB X arnp,e lt o form other commons of Cm 

1 1 for the following reasons: 

. Most DNA polymerases possess various common structural and funct.onal 
. ,.nC,L mat are highly conserved even among unrelated polymerases. 

Zying overall structure among DNA polymerases. Tms hkew.se causes DNA 
polymerasestoshareasubstantiallyuniformmechanismofact.on. 

Iprisingapahn, fingers, and thumb subdomains. Tms structure .sbyfar the most 
nmminent feature common to all known polymerases. 

from different families, features essential for polymerase act.v.ty are taghly 
. ;:Zsl 0 isP>ayacommonreac,ionmechan,sm. This mechanism, as well as the 
geometry of the active site, are highly conserved among polymerases. 



3 Ward Declaration at f 9. 
"Ward Declaration at ^ 9 
5 Ward Declaration at 10. 
6 Ward Declaration at U 10. 
7 Ward Declaration at ^ 13 and 17. 
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. The reaction mechanism, as well as the geometry of the reaction site, are highly 
conserved. 

Stated another way, a person of ordinary skill would understand that the possession of Taq 
polymerase in one composition faUing within, he scope of dainr ,1 reflects possess of al, 
thermostableDNApolymerases in other compositions fauingwithm the scope of clamr Un 
view of the common structural, functional, and behavioral characteristics of —able DNA 

likewise, the exemplification of several anionic tracer dyes in Example 1 U sufficient to 

understand to other anionic dyes could be substituted in place of the six dyes used m the 
compositionofExamplelto form other commons of claim U for the folding reasons: 
. Anionic dyes were selected because of the minimal likelihood of interacting wtihthe 
To eTc acL during the polymerization. Specifically, smce the nucletc ac,d products of 

oreferable that the tracer dye be anionic as well for the same reason. 
. Th M f Lnic dyes was furthered focused on the basis of characters such a 
ethanol predpitation^ solid phase extraction, PCR toxicity, and liga *™|f °™* ™" 
<y for use in the particular embodiment of Example 1 . However, based upon tire 

those in the art it is clear that other anionic dyes would work as well, 
other dyes that could be used with equally satisfactory results. 
. As described in Example 1, there are numerous dyes that are compatible with Taq polymerase 
and the six dyes demonstrated in Example ! are merely six exemplar dyesofonep— 
embodiment of the invention. As described in greater detail in Example 1, only red dyes were 



8 Ward Declaration at \ 21. 
9 Ward Declaration at ^ 24. 
10 Ward Declaration at K 27. 



SGM 6934.1 
PATENT 



\ , . The color red was selected for aesthetic reasons only and confers no 

, r From 1804- red dyes (absorbance max between 450 and 570 nm) (Table 1), 

nation. Tbe — oftbeapp— ,y 40 

• ». f ™ri„n toxicity 12 This evaluation yielded six red anionic tracer dyes wn 

' ' ' , o r 1 o ?0 The desired color was a particular shade of red 

Ward Declaration at K 22. 

"Specification, at page 26, line 5 to page 28, line 12. 

"Specification at page 27, lines 1-3. 

• ♦ 9R U nes20-22-WardDeclarationat122. See also, Figures 5 and 
"Specification at page 28, lines ZU zz, war 
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Hcomprisi nganion.cdyesofanyofawidevan^ofco.orsandshades.ay.e— , 
obtained by a selection process comparable to that of Example 1. 

invention l^^^^^^^^^^T,^ 
U9 F.3d 1559, 1568 (Fed. Cir. 1997). See also, Enzo BioCen,, Inc., 2002 WL 



[ar.epresentativenunrberofspecies means hat '^^^ZtlLon^ 
MM are representative of the ^^Z^KSm 1212, 1214 (C.C.P.A. 
species adequately supports a f^Z^ccThim) 'n re Smythe, 480 F.2d 1376, 
1981); In reHerschler, 591 F.3d 693 697 CCPA. 1979), i 7 
,383 (C.C.P.A. 1973); c/, ^^'^^Ste skill and 
What constitutes a "representative number is an , in ds on 

knowledge in the art. was in possession of the 

whether one of skill in the art wouUrec°^z ^ by the members of the 

necessary common attributes or features of die eteme P ive number of 

Sdutl support for each species that the genus embraces. 

. iC .u^kimii The skill and knowledge regarding 

Additionally, as indicated by the Ward Declaration, the dyes of Example 1 are 



"See, Ward Declaration, 11 8-19. 
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providing a written description of the genus sufficient to meet the wntten descnptton 

requirements of 35 U.S.C. § 1 12, first paragraph. 

InS u PP or«o f i,sre j ec, i o„,theOfficehascite (1 /„ re «n3USPQ2S3,2S5 

noredthat-suchnuMberwiUvary.dependingontheci— ces of pariicuiar cases. Indus 

appUcationisa-particular case" wherein a singie thermostable DNA poiymerase and muH.ple 
amonicdye species provide a sufficient written description to support claim 11. Tl.espec.es 

eiementspossessedbyd.emembersofthegenusinviewofd.especesd.sclosed. 66Fed.Reg. 
^^e remaining daims depend from Cairn 1 1 and impose addWonal requirement, C,aim 
example, requires that the polymerase be Taq polymerase and that the tracer dye counts of 20/. 
not in possession of the invention defined by these claims. 



,6 See, Ward Declaration, fl 20-27. 



